AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§172.872

suspending agent, or thickener, in ac-
cordance with good manufacturing
practice.

(2) The additive identified in para-
graph (a)(2) of this section is used or
intended for use as a binder and dis-
integrator in tablets or wafers con-
taining dietary supplements of vita-
mins and/or minerals. The additive is
used in accordance with good manufac-
turing practice.

[46 FR 50065, Oct. 9, 1981]

§172.872 Methyl ethyl cellulose.

The food additive methyl ethyl cel-
lulose may be safely used in food in ac-
cordance with the following prescribed
conditions.

(a) The additive is a cellulose ether
having the general formula
[C6H(10-x-y)O5(CH3)(C2Hs),1,, Where x is
the number of methyl groups and y is
the number of ethyl groups. The aver-
age value of x is 0.3 and the average
value of y is 0.7.

(b) The additive meets the following
specifications:

(1) The methoxy content shall be not
less than 3.5 percent and not more than
6.5 percent, calculated as OCHj;, and the
ethoxy content shall be not less than
14.5 percent and not more than 19 per-
cent, calculated as OC,Hs, both meas-
ured on the dry sample.

(2) The viscosity of an aqueous solu-
tion, 2.5 grams of the material in 100
milliliters of water, at 20 °C, is 20 to 60
centipoises.

(3) The ash content on a dry basis has
a maximum of 0.6 percent.

(¢c) The food additive is used as an
aerating, emulsifying, and foaming
agent, in an amount not in excess of
that reasonably required to produce its
intended effect.

§172.874 Hydroxypropyl
methylcellulose.

The food additive hydroxypropyl
methylcellulose (CAS Reg. No. 9004-65—
3) may be safely used in food, except in
standardized foods which do not pro-
vide for such use if:

(a) The additive complies with the
definition and specifications prescribed
in the National Formulary, 12th edi-
tion.

(b) It is used or intended for use as an
emulsifier, film former, protective col-
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loid, stabilizer, suspending agent, or
thickener, in accordance with good
manufacturing practice.

(c) To insure safe use of the additive,
the container of the additive, in addi-
tion to being labeled as required by the
general provisions of the act, shall be
accompanied by labeling which con-
tains adequate directions for use to
provide a final product that complies
with the limitations prescribed in para-
graph (b) of this section.

[42 FR 14491, Mar. 15, 1977, as amended at 47
FR 38273, Aug. 31, 1982]

§172.876 Castor oil.

The food additive castor oil may be
safely used in accordance with the fol-
lowing conditions:

(a) The additive meets the specifica-
tions of the United States Pharma-
copeia XX (1980).

(b) The additive is used or intended
for use as follows:

Use and Limitations

Hard candy production—As a release agent
and antisticking agent, not to exceed 500
parts per million in hard candy.

Vitamin and mineral tablets—As a compo-
nent of protective coatings.

[42 FR 14491, Mar. 15, 1977, as amended at 49
FR 10105, Mar. 19, 1984]

§172.878 White mineral oil.

White mineral oil may be safely used
in food in accordance with the fol-
lowing conditions:

(a) White mineral oil is a mixture of
liquid hydrocarbons, essentially par-
affinic and naphthenic in nature ob-
tained from petroleum. It is refined to
meet the following specifications:

(1) It meets the test requirements of
the United States Pharmacopeia XX
(1980) for readily carbonizable sub-
stances (page 532).

(2) It meets the test requirements of
U.S.P. XVII for sulfur compounds (page
400).

(3) It meets the specifications pre-
scribed in the ‘‘Journal of the Associa-
tion of Official Analytical Chemists,”
Volume 45, page 66 (1962), which is in-
corporated by reference, after correc-
tion of the ultraviolet absorbance for
any absorbance due to added anti-
oxidants. Copies of the material incor-
porated by reference are available from
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Food and Drug Administration, HHS

the Center for Food Safety and Applied
Nutrition (HFS-200), Food and Drug
Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, or
available for inspection at the National
Archives and Records Administration
(NARA). For information on the avail-
ability of this material at NARA, call
202-741-6030, or go to: hittp:/
www.archives.gov/federal register/

§172.880

code of federal regulations/
ibr _locations.html.

(b) White mineral oil may contain
any antioxidant permitted in food by
regulations issued in accordance with
section 409 of the Act, in an amount
not greater than that required to
produce its intended effect.

(c) White mineral oil is used or in-
tended for use as follows:

Use

Limitation (inclusive of all petroleum hydro-
carbons that may be used in combination
with white mineral oil)

1. As a release agent, binder, and lubricant in or on capsules and tablets con-

Not to exceed 0.6% of the capsule or tab-

taining concentrates of flavoring, spices, condiments, and nutrients intended for let.

addition to food, excluding confectionery.

2. As a release agent, binder, and lubricant in or on capsules and tablets con-

taining food for special dietary use.

3. As a float on fermentation fluids in the manufacture of vinegar and wine to pre-
vent or retard access of air, evaporation, and wild yeast contamination during

fermentation.
4. As a defoamer in food ...........

Not to exceed 0.6% of the capsule or tab-
let.

In an amount not to exceed good manu-
facturing practice.

5. In bakery products, as a release agent and lubricant
6. In dehydrated fruits and vegetables, as a release agent .

7. In egg white solids, as a release agent ....

..... In accordance with § 173.340 of this chap-
ter.

Not to exceed 0.15% of bakery products.

Not to exceed 0.02% of dehydrated fruits
and vegetables.

..... Not to exceed 0.1% of egg white solids.

8. On raw fruits and vegetables, as a protective coating ..............

9. In frozen meat, as a component of hot-melt coating ................
10. As a protective float on brine used in the curing of pickles ....

11. In molding starch used in the manufacture of confectionery

12. As a release agent, binder, and lubricant in the manufacture of yeast

13. As an antidusting agent in sorbic acid for food use

14. As release agent and as sealing and polishing agent in the manufacture of

confectionery.

15. As a dust control agent for wheat, corn, soybean, barley, rice, rye, oats, and

sorghum.
16. As a dust control agent for rice ..............

In an amount not to exceed good manu-
facturing practice.

Not to exceed 0.095% of meat.

In an amount not to exceed good manu-
facturing practice.

Not to exceed 0.3 percent in the molding
starch.

Not to exceed 0.15 percent of yeast.

Not to exceed 0.25 percent in the sorbic
acid.

Not to exceed 0.2 percent of confectionery.

Applied at a level of no more than 0.02
percent by weight of grain.
....... ISO 100 oil viscosity (100 centistokes (cSt)

at 100°F) applied at a level of no more
than 0.08 percent by weight of the rice
grain.

[42 FR 14491, Mar. 15, 1977, as amended at 47 FR 8764, Mar. 2, 1982; 47 FR 11838, Mar. 19, 1982;
48 FR 55728, Dec. 15, 1983; 49 FR 10105, Mar. 19, 1984; 54 FR 24897, June 12, 1989; 63 FR 66014,

Dec. 1, 1998]

§172.880 Petrolatum.

Petrolatum may be safely used in
food, subject to the provisions of this
section.

(a) Petrolatum complies with the
specifications set forth in the United
States Pharmacopeia XX (1980) for
white petrolatum or in the National
Formulary XV (1980) for petrolatum.

(b) Petrolatum meets the following
ultraviolet absorbance limits when

subjected to the analytical procedure
described in §172.886(b):

Ultraviolet absorbance per centimeter
path length:

Millimicrons Maximum

280-289 0.25

290-299 .20

300-359 14

360-400 ...... .04

(c) Petrolatum is used or intended for
use as follows:
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